CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:
85888

ADMINISTRATIVE DOCUMENTS




NOTICE OF APPROVAL

NEW DRUG APPLICATION OR SUPPLEMENT

NDA NUMBER

85-888

DATE APPROVAL LETTER 155UED

APR 26

Press Relations Staff (HF1-40)

FROM:

[X] Bureau of Drugs

[} Buresu of Veterinary Medicine

ATTENTION

Forward original of this form for publication only after approval letter has been issued and the date of
approval has been entered above.

TYPE OF APPLICATION

SUPPLEMEN v
Domamncnon w7z RIGAAE

CATEGORY
ENT

§HUMAN { ] VETERINARY

TRADE NAME (or other dealgnated name) AND EASTABLlSHED OR NONPROPRIETARY NAME ¢if any) OF DRUG,

DOSAGE FORM

Brompheniramine Maleate

tablet

HOW DISPENSED

X] rx Jeorc

declared on label.)

ACTIVE INGREDIENTI(S) (as declared on label. List by established or nonpropriotary name(s) and inciude amount(s), if amount is

Brompheniramine Maleate = 4 mg.

NAME OF APPLICANT (Include City and State)

Chromalloy Pharmaceuticals,Inc.
Chromalloy Laboratories,Division
5353 Grosvenor Blvd. .

Los Angeles,CA 90066

PRINCIPAL INDICATION OR PHARMACOLOGICAL CATEGORY

Antihistamine

COMPLETE FOR YETERINARY ONLY

ANIMAL SPECIES FOR WHICH APPROVEQ;

COMPLETE FOR SUPPLEMENT ONLY

CHANGE APPROVED TO PROVIDE FOR

FORM PREPARED BY

NAME

J.M.Ross

i

DATE

FORM APPROVED BY

NAME

J.L.Meyer

DATE

FORM FD 1642 (2/75)

PREVIOUS EDITION MAY BE USED UNTIL SUPPLY IS EXHAUSTED,




